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CHIENMAX VIETNAM CO.,LTD

KM 8, PHAM VAN DONG ROAD, HAl THANHDOUNG KINH DISTRICT
HAl PHONG, HAI PHONG, TAHNH PHO, 18671, VIETNAM OT 321

EXHIBIT #3

510(k) Summary

This summary of 510(k) safety and effectiveness information is being submitted in accordance
with the requirements of SMDA 1990 and 21 CFR §807.92.

Date: August 25, 2011

1. Applicant:
Chienmax Vietnam Co. Ltd
Km 8, Pham Van Dong Road,
Hal Thanhdoung Kinh Districthai Phong,
Hai Phong, Tahnh Pho, 18671. Vietnam

2. Manufacturer:
Chienmax Vietnam Co. Ltd
Km 8, Pham Van Dong Road,
Hai Thanhdoung Kinh Districthai Phong,
Hal Phong, Tahnh Pho, 18671, Vietnam

3. Submitter:
Mr. Jigar Shah
Official Correspondent for
Chienmax Vietnam Co. Ltd

4. Address:
mdi Consultants, Inc.
55 Northern Blvd., Suite 200
Great Neck, New York 11021
Tel: 516-482-9001
Fax: 516-482-0186
Jiparromdiconsultants corn

5. Trade/proprietary Name:
Chienmax Vietnam Co. Ltd Powder-free Blue Nitrite Patient Examination Gloves.

6. Common Names:
POWDER-FREE Patient Examination Glove

7. Classification name:
Device Class 1, Patient examination glove (21 CER 880.6250, product code LZA)

8. Predicate Devices:
*Sunmax Vietnam Co. Ltd Powder free Nitrile Patient Examination Gloves.

(K101870)



* ULTRAWIN SODN BHD Non-Sterile Powder Free Nitrile Examination Gloves (K
090828)

* PT. MAHAKARYA INTl BUANA Powder Free Black Nitrile Examination gloves.
(K090464)

9. Device Description:
Chienmax Vietnam Co. Ltd Powder Free Blue Nitrile Patient Examination Gloves are
Class I disposable device which are made up of nitrile synthetic rubber, intended for
medical purposes that is worn on the examiner's hand or finger to prevent contamination
between patient and examiner and which meets all of the requirements of ASTM
standard 06319 00a (2005).

10. Intended Use:
A powder free patient examination glove is a disposable device intended for medical
purposes that is worn on the examiners hand or finger to prevent contamination between
patient and examiner.

11. Substantial Equivalence Discussion:

A powder free patient examination glove is substantially equivalent to the predicate
devices.

Characteristic Chienmax Sunmax Vietnam ULTRAWIN PT. SE
and parameters Vietnam Co., Co. Ltd Powder SDN BHD MAHAKARY Comparison

LTD Powder free Nitrile Patient Non-Sterile A INTI
Free Blue Nitrile Examination Powder Free BUANA
Examination Gloves. (K(101870) Nitrile Powder Free
Glove Examination Black Nitrile
(New Device) Gloves Examination

(IC 090828) gloves.
(K090464)

Product Code LZA LZA LZA LZA
Intended Use A patient A patient A patient A powder-free SE

examination examination gloves examination patient
gloves is a is a disposable gloves is a examination
itendedevr device intended for disposable device glove is a

inene frintended for disposable
medical purpose medical purpose medical purpose device intended
that is worn that is worn that is worn on for medical
on the examiner's on the examiner's the examiner's purposes that is
hand or fingers to hand or fingers to hand or fingers to worn on the
peeteetprevent examiner's hand

cotmnain contamination contamination or finger to
between patient etenptetdbetween patient prevent

and examiner, btenpintadand examiner, contamination
examiner. between patient

_______________and examiner.
Width (size 95 89 93-98 97.7 Minor
medium)_____________________Dfeec
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verall length- 244 240 240 240.9 Minor
______________Difference

Palm thickness 0.113 0.12 Min 0.08 0.109 Minor
Difference

Finger thickness 0.138 0.12 Min 0.08 0.148 Minor
Difference

Tensile strength 16.78 22 15 -21 18.8 Minor
pre aging min Difference
Tensile strength 17.40 23.6 14-22 21.3 Minor
after aging min______ Difference

Ultimate 510 500 550-630 679.4 Minor
elongation pre Difference
aging min_________

Ultimate 555 500 520 -610 767.4 Minor
elongation after Difference
aging
Meets yes Yes Yes Yes SE
Biocompatibility _________________

Duration of bio- Limited Limited Limited Limited SE
compatibility _______

Skin irritation test Passes Passes Passes Passes SE
Dermal Passes Passes Passes Passes SE
ensitization

Residual powder Passes Passes Passes Passes SE
test
Labeling Identical Identical NA NA Minor

Difference

12. Summary of Testing:

Test Results
a. Dermal Sensitization Test Passes
b. Primary Skin irritation Passes
c. Permeation testing per ASTM 0 6978-05 Passes
d. Iodine Test Passes
e. Tensile strength Gloves meets the requirements of

ASTM D63 1 9-O0a.
f. Barrier strength Gloves meets the requirements of

ASTM D63 19-00a.

The standards used by Chienmax Vietnam Co. Ltd to determine substantial equivalence
are based on ASTM 0 631900a-2005. All testing meets requirements for physical
specifications and dimensions conducted on gloves, Inspection level S-2. AOL 4.0,
pinholes at AOL 2.5

There are no special labeling claims and we do not claim our gloves to be hypoallergenic.
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13. Conclusion:

Based on the nonclinical tests performed the Chienmax Vietnam Co. Ltd Powder-free
Blue Nitrile Examination Glove is as safe, as effective and performs at least as safely and
effectively as the legatly marketed predicate devices.
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Chicluilax Vietnam Company, Limited
CIo NIP. Jigar shall
Official Correspondent
N'I DI Consul tan In1cor po)rated
55 Northern Boulevard, Suite 200oc 23
Great Neck. Newv York 11021 an -

Re: 103675
Trade/Device Name: Chiennlax \/ietnlam Conmpany', Li mi ted PowVder FreeC BI tie Nitri I

Patient 13xamnlation Cloves
Reglation INumber: 2 1 CFR 880.6250
RegulatiOil Name: Patient Examilation Glove
ReguLlatory Class: f
Product Code: LZA
Dated: September 20. 20 11
Received: September 2120211

Dear NMr. Shah:

We have reviewed \1our Secti on 510(k) premarket notification of i ieilt to market the dievice
referenced above anid have determined tile device is stibstantial lv eq LiValeilt (1l01 the
indications for use stated in the enlCosure) to legally marketed predicate devices marketed in
ilterstate comlmerce prior to Mvax' 28, 1 976. the enlactmlent date of the Me di cal Device
A meidleils, or to devices thlat hlave been rec lassiftied in accordance wi th tile Drovisions of'
the Federal Food, Drug. and Cosmetic Act (Act) thlat do not require approval ol a lprenlarket
approval applicatioil (PtMA). You may, thlerefore, mlarket the device, subject to the tteneral
controls provisions ofthle Act. The general controls provisions of tile Act incIlude
req u ireimeints for- annual regi strati on, listing of devices, good nlalUlacttriilg practice,
labeling, and prohlibitions against misbranding and ad ulteratiln. P~lease inote: C DRI-1 does
not evaluate in formatioil related to contract liability warranties. We r'emind You. h1owever.
that device label in im lust be truthful aild not mis leading.

If your device is classified (see above) into either class 11 (Special Controls) or class III
(PMvA), it may be Subject to additional conltrols. Existing maj or regulations a fkctim Vg ourF
device can be found in the Code of Federal Regulations, Title 2 1, Parts 800 to 898. In*
addition, FDA imay publish1 fuithi annoLuncenlents C01cicn i your device iil thle Fedeia 
Register. 

___



Pagte 2 - Mr. Shahi

P lease be advised that FDA's issuanc of a subs [antial equtiivalence deterini nation does not
mean tat FDA has mde a d ermnination that yoau r device coinlies with other req diiime n s
at the Act or any Federal statutes anl retzulations ad Mnstered [)\ other Federal agencies.
YOU LIMust coMy mp'wiith all the Act's requirements, includintz. but not limnited to: reaistraion
and Ii sti n (2 1 CM FRanh 807); labeling (2 I C FR Part 801I); medi cal device FC'Jo Li flu
(reportng of medical device-related adverse events) (2 1 CUR 8013); goad 11anlufactur1ing'
practice requirements as set IFt in the quality systems (QS) reaUlat ion (21I CR Plat 1820);
and if applicable Te el ectronic product radiation contraoI provisions (Sections 53 1-542 of'
the Act); 21 CUR 1000-1050.

If you desire spec ifhe advice for yO rr dCVi CC Onl Our labeling reg Uuiat a (21I CUR Pt rt 801)
Please go to ttp:H//w"wI.flov,/AbOuitIDA/CeitetsOfft-ces/C1)kl-/CDR110Fl-iees
Aimp I15809. hui for the Ccer fOr Devices and Radial ogical He al th 's (CI)RI-I's) 0 Weec of'
Compliance Also, pletse note the regulation entitled, "N/i isbranding by re ference to
premiarket not iication" (2 I CFR Part 807.9 7). For qunest ions regard ing the report inga of'
adveise events uinder the Nd DR regulration (21I CrFR Part 803): please go to

h t p:/www fa.co /N clicalDcvies/af 'i eport [ iab c ncl l tlthii (lbr thle C IDRI-I's
Offie of'Surveillanice and B lomretrics/Diovsion of Postmarket S urveilIlance.

You my obtain other general information on your responsibilities underC the Act Craml ihe
Divison of Small Manufacturers, nternaional and Con)sumer Assistance at its toll-fie
inumber (800) 638-2041 or P301) 796-7100 Or at its Internet address

Sincerely yours.

Anthlo'ny ID. atson. B.S., MIS.. Mv.B.A.
Director
Division of Anesthesiology, General H-Iospi tal,

Infection ContraoI awl Dental Devices
Office of Device [ .valuation
Center Imr Devices and

Radiological HeIalth

Enclosure



Attachment I

EXHIBIT ttl

Indications for Use

510(k) Number (if known): K103675

Applicant: Chienmax Vietnam Co. Ltd

Device Name: Chienmax Vietnam Co. Ltd Powder Free Blue Nitrile Patient
Examination Gloves.

Indications for Use:

A powder free patient examination glove is a disposable device intended for medical
purposes that is worn on the examiners hand or finger to prevent contamination between
patient and examiner.

Prescription Use____ AND/OR Over-The-Counter Use X
(Part 21 CFR 801 Subpart D) (21 CFR 807 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE
IF NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)

(WsinSign-Off
Division of Anesthesiology, General Hospital
Infection Control, Dental Devices

510(k) Number: ___________


